
I I
1

;?pr-Z3-M 09:52 From- —

I
T-379 P.02/04 F-71B-.

PutiLIC HEALTH SERVICE
rmww <1 Lrn luw. ll\~—Jrl A

FOOD ~NO DRvC ADMINISTRATION
LASER LIGHT SHOW, b. LAY,

OR PEVICE r-”–i
I L

t
“ NOTE. ND Ia.cr lwh~ $hD*. . projcclron .Y$wrr, @r dcsiic ml, .arj from complkm<c .. III? -

—

‘1 CFR 10+J 11(=) m d+n or U.C ..tlhoui ttw ~pproial 01’ {h,,

~ppli.>!lon 1? ZLC0r~3nS’C ~llh ~1 CFR 1010. %

I
1 INSTRUCTIONS

/
I FAME OFCONJPAU+IT‘

i

I 5922 S. ‘pixie Hiqhwav. 3
3 N4ME AND TITLE OF AE5p0N51BLE PERSON * TELEPMONE NO ((,~h,,~ ,,r,.,, . ..,, + 5 DP.TE OF SIJRtm IS510W

+

66~ I April 2,1999 [
6 TIM ,wphcm! m“qu==I$’mc .anxce 10 w IrI COCCI k)r ● Parma ‘at wafs horn me abm d t3sue

(l.( ~v+,rr.d,rh. Lrr,e. ..p WI.,.,.,. + ....9.+. J.* .-,r. 8..,. .w... J! . k..,=,. p-...d.. r..,,,.. .mt ,8,,,.,,1,. ,s.8.,s.8,,..s,k. 488,.4..,1.. ,.,r, ..I ,/,. .,,9+. ..,”-. ]

7 1 PRODUCT DESCRIPTION AND uSE

~ LIST NnWE ANDIOR~ MODEL NutuBER@ Fafi THE !ASW I.IGrIT SFOW@J -NO PRoJECTOR@.I .,. ,.
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o PROOUCT FoR WHI(!H A VARIANCE IS REOIJESTED

~ a WISER PISP’ T DEvICE
r

n A PROJECTORiFOP . LASER LIGiIT SHOW

~ A ‘A.SFnWC.n SnOYV

Ju oT”ER ,>,/-+

c ❑ PROJFCTQRS ARE INTENDED FoR SALE LEASE. OR LOMU TO OTHER
LASER LIGMT dhti P~O!WC~RS

a PROOUCT 15 INTEIU~ED FOR USE IF A

❑ P.+ NGTAFIIUM /JR OTHER DOME PROJECTJON S7P.CTUHE

n THEsTER ;

❑ MOTEIJMOTEL ~%LIWOM OFi ME5TIIIIG ROOM

❑ STORE DISPi.m:S

❑ TRADE ShOw &l CONVENTION

~ OTSCOTflEO.E~RNICHT CLUB

n PaVILIOrU :

❑ INOOOR AR.%.

❑ OUTDOOR AR+

❑ WJ5EUM
..—
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❑ OUTOOOR unE+cLOSEO .RL%

n cWHER,\,~,,,,, ;

e. PRoDuCT IS INTENO+D TO SE uSED

> ATONLT ONE(~.,./ILOCAT(OIU

O AT # VARIETY + (,-,,,, LOC~TIONS

❑ OTHER I,,W ,,, I :

1 PRoDuCT 1S INTENDED TO 8E LWD AT ANT ONE LiJCATIOh

x hlORETiifiN 1, ~A,$ ---.—

a wORE THAN 5 BuT NOT MORE THAN 15 OAYS

Q LESS TNAN 5 DAVS ,.fl
h: ,

g. TOUR 15 INTENDED TO i%N FOR

MORE ThAru u mONrHS

m 16 MONTHS —

Q LESS THAN I MOIVTM .-

= No,6P~L,CABL~,,.,.. I.....,
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~ CIThM IN..,.,.] _____
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n PRODUCT VTILIZES THE FOLLOWING LASER EFFiZCTS_

~ FR~r’J~~fi~EN PRCIX?CT,OruS -.

~ REAR S~figEN PRoJECTIONS

O H0L0cR4PHIC DISPLAfS

~ KU71P%E REFLECTJONJQiFFnAC71QN EFFECTS

0 AUDIENCE sCAruN,rJG I II... ....J..,A.. .,,,,I,I,,,. .x, . . . . . .... . ..... .. ... ...... ,,r,.,. J

= REFLECTIONS FROM ST-TIONAHT MIRRORS C’17 MIRFIOHED 5LJRFACgS

1!%,,.-. ~t.{.rnl,! I

= STATIONARY IRRADIATION OF ROTaTING MIRROR SW.S. ETC.

= SCANNING IRRADIATION OF ROTATING rmIfl130R BALLS, HC

= FIBER OPTIC PROJECTIONS

~ FOG SMOKE. OR OTHER 5CATrERmG EwMCEMENT EFFECTS

❑ OTHER (.,..,J.I. _ – ----

~~blrt,r.t c+. -‘-. , “~?:.!&Tt+9mn
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1 PEAS PDwER Jn ,.r,..
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l~h LWELS

Argon ~ 458-515 300mh-att
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9 IF MNY LASER RADIaT\O~ IS PULSED OR SCANNED, GIVE THE PuLSE l% RaTIoH AWD R.atE AND scAI.+NImG FREQUENCY amO AMPbIT

SCanning Frkqbenc:y O--35K, Scanning Arr.plirude O–45 degrees
.
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~ cOMpLIAPICE wITF?h~ LISIJT. OF,1 cFFi 1~.@ II(C) WoI#L@ I%~T~lCTTHE (NTE?4PEp VS6 OF THF PROOkT 8ECAIJ~~ coM~Ll*NcE
POWER TO THE EX+SNT THAT THII QEsIR&p EFFECTS WOLILp NOT BE 5UpFICIENTLY WStBLE--
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d OThEFI OR ADO,T,o&L ExP@NAT,ON ,,,,,,,,,,

/



fiPr-Z3-99

❑

09:52 From- ——
—.

ACCESSIBLE EMISSION LIMITS,. .CIFIED IN 21 CFR lUO.I I(CL
,.

IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.1 l(c) AS FOLLOWS.
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12. ADvANTAGES 70 SE DERIvED FROM SUCH DEVIATION

~ LASER LIGHT 5HOW5*NDDISPWYS ARE ACCEPTED POP.WRMEPIA IN ENTERTAINMENTANDTR~ ARTS LJS%OFPOVVEFILE.E!-S m

ExCESS OF THE LIMITS IMPOSEP BY 21 CFR 1040.1 l(c) IS NECESSARY TO ACHIEVE THE BEOUIF7ED EFFECTS IN THESE MEDiA
~ OTHER OR ADDITIONAL ADVANTAGES (Qw.ww a.a s.pla,n)

?3. EXP@IN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED (CWk w many boxea S. ap~y m km 14 .’Rumarka.” ,.sLtY dfly bo.+cs

not Glwckcd. U61W addmonat she?fs as nscaaasary. SGta any artier mean. of rad,awm prefackn mm -~1 ba u$~.}

a.
J?

AU vSER PROOUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFB 10eD.10 AND THE CC3NDI.
TIORS OF THIS VARIANCE AND WILL BE REPORTED AS REQuIRED 13Y 21 CFR 1002.10 ANll 100.2.12 USING THE REPORTING GuIDES PRO-
VIDED FOR SUCH PuRPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE

B.
Q(

EFFECTS NOT SPECIFICALLY INpICATED IN THIS VARIANCE APPLICATION WILL NOT FJEPERFORMED. NO OTHER EFFECTS WILL BE

ADDED UNTIL AN AhEN13MENT TO ThE VARIANCE kiAS BEEN OSTAIIUED AND THE REOUIRED REPORTS OR SUPPLEMENTS. AS
APPLICABLE. HAVE !3EEN SUSMllTED.

c,
K

SCANNING. PROJECTION. OR REFLECTION OF uSER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER
Accessible UNCONTflOUEp AREAS WILL NOT BE PER MIHED ExCEPT FOR DIFFUSE REFLECTIONS PRODUCED BT THE #TMOSPii ERE,

ADDED ATMOSPHERIC SCATTERING MEDIA. AND TARGH SCREENS.

a, YLASER RADIATION l.EvELS IN ExCESS OF THE LIMITS OF CMSS I WILL NOT BE PERMIITEP AT ANY POINT LESS THAN 30 MHERS ABOVE
ANY SURFACE UPON WHICH PERSONS OTHER TnAN OPERATORS, PERFORh4ERS. OR EMPLOYEES ARE PERMIITED TO STAND OR 2,5

METERS BELOW OR IN @TERAL SEPARATION FROM ANY PwCE vvmERE SUCH PERSONS ARE PERMIrrED To BE. OPERATORS.
PERFORMERS. AND EMPLOYEES WILL NOT BE REQuIRED OR ALLOWED TO VIEW RADIATION ABOvE THE LIMITS OF CL.4SS I QR BE
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 10aO 11(CL

e YANT PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS. ExPOSURE, OR PRODUCT CUSS LIMITS WILL INCORPORATE A SCANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT F4ST ENOUGH TO PRECLUDE EXCEEDING
THE APPLICABLE LIMIT.

i.

T

ALI. uSER LIGHT Snows SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATORISJ. THE
OPERATORISJ WILL .

p) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EvgNT OF ANY uNSAFE CONOITION:

[2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLI OBSERVED AT ALL TIMES. AND

(3) BE SN EMPLOYEE OF THE VARIANCE HOLDER WHQ WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR,

9
#

THE MAXIMUM @SER PROJECTOR ourpuT POWER WILL NOT ExCEED Thg LEVEL REQuIRED TO OBTAIN TnE INTENDEP EFFECl_’s.

m
J?

TME PROJECTION SYSTEM (LE., THE PROJECTOR AND ALL OTHER COMPONENTS uSED TO PRODUCE THE LIGHTING EFFECw) WILL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREvENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAId LIMITERS WILL BE PROVIDED
AS AN lNnER13W PART OF THE SYSTEM DESIGN To pREVENT ovERFI&LIN6 OF SCREENS. BEAM STOPS, TARGETS. ETC.

1.

T

MSER PROJECTORS WILL NOT BE pELIvERED To ANY OTHER pARn uNDER AN AGREEMENT OF SALE. LEASE. OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT 7HSl HAVE A VAJ41ANCE IN EFFECT AT THE TIME OF DELIVERT TIiAT PERMITS THEM TO
PRoDuCE uSER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

f

1. IN ADplTION TO THE REQuIREMENTS OF 21 CFR mvllqh), THE MANUFACTURER oF u6ER PROJECTORSISTSTEMS WILL PROVIDE TO
PARTIES WHO puRCIIASE. LEASE, OR BoRROW THE EtXJIpMENT. ADEQuATE uSER?j INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND wnlcri EXPWIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REOUIREp REPORTS AND APPLf FOR ANe OBTAIN A VARIANCE FROM CORH PRIOR TO INTRODUCTION INTO COMMERCE OF

ANY uSER LIGHT SHOWS

h. ~THE REOUIREMENTSOF21 CFR 1002.3D{axIJANts @IWLL SE ACCOMPLlSHEpThROV6n TnE wSEOFWRITTEN PFiOCED.FIKi FOR SETUP,
ALIGNMENT. TESTING, AND PERFORMANCE OF EACn snow. THESE P130CEPUFIES WILL SE IN SUFFICIENT DaAiL TO ENSURE COM-
PLIANCE WITH 21 CFR 1D60TO,THE CONDITIONS oF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING WE
PROCEDUPGS QESCR18ED IN THE ANSI Z136 1 STANDARD FOR THE SAFg uSE OF uSERS (AMERICAN NATIONAL STANDARDS INSTITUTE.
l~w BROADWAT, NEW YORK, NY Ians) OR ANY OTHER EQUIVALENT uSER CONSENSUS STANDARO ANO. wnERE APPLICABLE. STATE Of?

LOC4L REQuIREMENTS LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE TnE LIMITS SPECIFIED IN 21 CFR
104O.11(CL WILL BE CLl%RLY IDENTIFIED 61 TwE POSTING OF WARNING SIGNS ANDIOFI RESTRICTING ACCESS TmROuGn PHYSICAL
MEANS [SUCH AS PRESSURE Sb41TCHEs, pHOTOCELLs, BARRIERS, GUAFIDS, ETC.), 7nESE REQUIREMENTS ApPLY TO TEMPORARY ApEAS
(SUCH AS DURING SET.uP AND ALIGNMENT PflOCEDUREs] AND TO FINAL oR PERMANENT ApE&j THE VARIAtUCE HOLDER WILL RET’AIN
THE REcORDs OF THESE PROcEDURk23 A@ THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 100231. A copf OF WE VARIANCE
APPLICATION, THg APPROVAL L~ER, CURRENT procedures- AND R~RDS REuTING TO EACH PARTICULAR SHOW WILL BE WIIW

THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE avAIUBLE FOR IfYSpECTION BT FDA AND OTHER RESPON%-

BLE AUTHORITIES.

‘ORM FDA 3147 [31t17)



Apr-WS!9 09:53 Frem- .-=- T-379 P.04/04 F-71E
IWJPOSED EFFECTS lNCLUDli A STATEMENT OF THE MAXIMUM POWER OUTPUT I‘- vDED suCH NOTIFICATIONS WILL BE MADE, BUT

NOT I’nECESSARILY BE LIMITED, TO:

(II TIIE CENTER FOR DEvICES AND RADIOLOGICAL HEALTH. aFFICE OF COMPLIANCE o+FZ-312). 8757 GEWKIA AVE. SILVER SPRING, MD

20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIxEP INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADof-
TION. UNLESS ALL ASPECTS OF EACII SIIOW YIAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLT REFERENcFP, EACH
NOTICE WILL INCLUDE DETAJLEp DESCRIPTIONS OF EACH SHOW ANP A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT

D~AIL TO CONFIRM COMPLIANCE WITH THE REG.uIATIONS AND THIS VARIANCE

G?) TnE FEDERAL AVIATION @MINWRATION IFAA) FoR ANy PROJECTIONS INTO opEN AIRsPACE AT ANY TIME (1 E, INCLUDING Sfl-uP.
ALIGNMENT. REHmRSALS, PERFORMANCES, ETCJ IF TFIE FAA 08JECTS TO ANY LASER EFFEcTs. THE OBJECTIONS WILL BE RE.
S41.VED ANO ANY CONC)ITIONS REOUESTED BY FAA WILL BE aDhERED TO, IF THESE CONDITIONS CAN NOT BE Mm. THE OBJEC-

TIONABLE EFFECTS WILL SE DELETED FROM THE SHOW

{3) STATE AND LOC4L RADIATION CONTPOL DFFICESIAGENCIES FOR ALL SHOWS TO BE PERFORMED wi7mrrsTHEIR JuRISDICTIONS ALL

REQuIREMENTS OF STATE AND LOCAL LAW WILL BE S4TISFIED AND ANY OBJECTIONS RAISED ST LOCAL AuTHORITIES WILL BE RE-
SOLVEP OR THE EFFECTS DEL~ED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE cEN~R FOR DEvICES AND

RADIOLOGICAL HEALTH UPON REOUEST I

r ..—
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I CERTIFY mat all Or ;ne aBO,e ,nlormarmn and Sraremen!swe True,cornplc[e, and correcr 10 me YJSSrof my knOwl&Jge and ackrrowlsrlge ;na[ ~Y

.ar/ancc apphca!!on may oe .qenma qr my wanancemay Be rav@.ecyil In[s appllcal]~n ,S round 10 ~e false, ml>l=ad)ng, or ,pcorrecr m any rnaler,al War.
I Ilaw 5UDITWWG ana “Ill SUiJrOII WI reporrs reqwreo 0, 21 CFR 10G2,IO and IWZ 72 an the laser eqH;pm~[ ana snow($) I runner ~rmerslana Inar I
MWyPe reqwrad Dy reg~la~mn or gy lne Director, Cenror for Devices and R~;o/09,cal f+ealrn, w SuPpIy sucn ornar mtcwrya!,on as maY IX neccssa~ re
mmbmr and ac~an ~n!s apphcaoon
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